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Ref Mo CIPSI017/ 229
L7 My, 2017

50 K.L Sharma
loint Secretary, Ministry of Health & Family Welfare
Department of Healta & Family Weltars

sul:  Gazette Notification No. 327(E) dated 03.04.2017-
Bizpharmaceutical Classification System

Dear 5ir,

Sir, it is wery much unfartunate that Ministry of Health (MoH] vide
Motification Mo, d27(8] dated U2.04.2017 under your signature has
natified many drugs tor which Bioeqguivalence report is mandatory. e
have gone through the praducts which have been natificd for BE
studies, We notad that 909% drugs are 50 years ofld and many
pharmaceutical smanufacturers are manufacturing these drugs since
long. 1L has never coma toonolice thal hese drogs have not given
response when compared fa the large campany’s drugs.

It has become difficult o find out which compsny's product ic o be
treated as reference sample hecause many Large Medium Small
cormpanies are manufacturing these drugs. 17 iz zl:o to be noted thar
amy drug which is in the mar<et for the last mare than £ years, there is
no reguirerrent to follew Scheduls ¥ of the Droes ard Cosmetics Act.
On the ather nand, institutians/CROs which pertonm these testsfstud es
are net adeguate, as o resell such sbudies may lake a very long period
and a huge amaunt is to be spent by the Phamaceutical industrg to
these CROs, Utimately no purpose will be solved 2nd the amounl spent
by Priarmaceubical industry shall go into the drain.

Prarmaceutical industiry esoecially in egport business 15 alse passng a
very tough time because even small courtres where there 5 ro
Pharmaceutical industry and strong Pharmacy backzround, have
starteel te ask Indian manufacturess that as per the notfication of
Indian povernment, hisegquivalarce is needed in futare for registration
of products.

‘We are confident that registration in ather countriez will hecowe
ditficult and costly and uitimately will affect the pdport business, It is
cur humble reguest thal this notilication be revokad, In this regard, a
letter may kinoly be issued so that exportars can infarm that this clause
has heapn deleben
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